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Date: G4 {un(&&h, 2021

it\ﬁm ne of product / Hassamme npogykraEPIRUBICIN-VISTA, solution for injection, 50 mg/25 mi
E{s;t*.rc.rsg,m, dasage form, packege size and type / ?éﬁz 4 i vials / BUVPYBHLIAH-BUCTA, pacinon mim
{ADAMpoBKE, ACKapoTBerHan QOPMA, PESMED M THD *ysﬂwmgw, 50 wir/25 sia Ne 4 po GraroHan

yRaroEIu) !
Active substance / felicrsyiouee seuecrao 'Epimbicén ! '{ix'f;;:h!a?"iife 2mg/ml / SoupyGunuin

Manufacturing country / Crpana-npovasoauient
; e CL%":J?, ;*ymmm b
MA number / Homep #Y y i Un/i4éss/or/oL

Batch number and size / Homep Copyv v pasvep AL ?f:zoma / L{}O{) vm%
Date of manufacture / flata npoussopcres 422080
Explry date / Cpox rop HOCT! T a2t
Name, address T nomber  of S.C. Sindan-Pharma S.R.L, B-dul o
manufacturin ;; tf:l J Hasmmame, sApec ¥ HOoMEp fsectar 1, Bucuresti, co 1171, Rom E

AAUSHARS DPOUBBGACTRENHOIT YHACTHE iQamaa .00, Byn, Mone Muxanaue, 33, cerop 1,

| !U.‘ilﬁ/ Byxapect, Py

' 14F issued on 23.07.2018 / 14F seypano 23.07.2018

WP certificate or EudraGMP reference numbers / 02 z;zem/acs T

'GMP cepr vsq:wm MW ECBIIKA 1A mdmﬁi‘ﬁ?ﬁ

Appearance / Omacasuwe UQ At vad solution / fipospadneim pacieon wpachoro | Lotmplies /
Lograets
Visible particles 7 Bufiumee uacmies Visibie perticles / Pacreop  Complies /
noer B (‘Lc}m};gmi O BAAUMBIX SACTHY, Coorpercyayey :
Sub-vigible particles / Hesupumnie | § : :
ST ! :
210 merm /2 10 e Mot more than 6000 / He Goage 5000 {1 '
-~ 2Ememn /o328 s ‘Mot morethan 600 / He Bonee 600 {
‘Clarity / Npospausocrs ”fhzﬁ “solution B clear / Pacysop ponnwer Bwne Clesr/
: n,m‘;,:t;;aqmnm npospauind
‘Evtractable volume [ Masheaenedi  Not fess than 25,0 mi/ He menee 250 mn )
whpem i
fdentification [ Vpenyudnkanus ‘the Rt of the main peak of epirublcin on the Complies/

ic%& romatogram of the test solution obtained in Assay Coorserceeyer

z’iﬁst colncides with the Rt of the maln peak on the

£ hrarmatopram oblalned with reference salution / Ha

L poMaTOrpIMmMe HOHBITEMOrD pRCTBODE,

gmayu SHHOR APy KOAMMGCTHEHHOM OIpeeten,

(BPEMA YARIIREKMA OCHOBROIO NuKa armpyBniiis
;ﬁﬂ)}}lﬂi{} COOTROTCTHORATL  BREMAME  YARINHGHWA
GCHOBHOTO  1TMRE HE  XPOMETOIPRMME  DacTsops
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| Assay / } Koamdectsennos onpeaenene 190-23,3C }m? M;z{i,&t} ,,vi"émyiam

IRefated substances / Poscisenusie .

! npumacy

- fmpurity A {doxorubleinone) / npumece ,\EM{ 1,0 % {w/w) {ne Bosee 1,0 %, wm/m)

A {porcopyBuimnon) i

% «impurity C {doxorubicin} / npuwmece C ;N MT 1,0 % {w/w) (e Bonee 1,0%, w/s)
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